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GE Healthcare
5 10(k) Prernarket Notification Submission

510(k) Summary

In accordance with 21 CFR 807.92 the following Summary of information is provided:

Date: June 24, 2014

Submitter: GE Healthcare
9900 Innovation Dr
Wauwatosa, WI 53226

Primary Contact Person: Bryan Behn
Regulatory Affairs Manager
GE Healthcare
T:(4 14)721-42 14
F:(4 14)918-8275

Secondary Contact Person: Chansook KIM
Regulatory Affairs Leader
GE H-ealthcare
T:(+82) 31 740-6307

Device: Trade Name: Voluson P6, Voluson P8 Ultrasound System

Common/Usual Name: Voluson P6, Voluson P8

Classification Names: Class 11

Product Code: Ultrasonic Pulsed Doppler Imaging System. 2I1CFR 892.1550 90-IYN
Ultrasonic Pulsed Echo Imaging System, 2 1 CFR 892.1 560, 90-IYO
Diagnostic Ultrasound Transducer, 21 CFR 892.1570, 90-ITX

Predicate Device(s): K 122387 VoIluson P6/PS

K 132913 Vol uson E Series

Device Description: The subject device consists of a mobile console with keyboard,
specialized controls, a color video LCD display with electronic-
array transducers. It has the same general appearance, dimensions
and weight as the unmodified device, it is a Track 3 general-
purpose imaging and analysis system providing real-time digital
acquisition, processing and display capability intended for
general radiology imaging and evaluation with some cardiology
and vascular applications.

Intended Use: The device is a general-purpose ultrasound system. Specific
clinical applications and exam types include: Fetal (Obstetrics);
Abdominal (including renal and GYN/pelvic); Pediatric; Small
Organ (breast, testes, thyroid, salivary gland, lymph nodes,
pediatric and neonatal patients); Neonatal Cephalic; Adult
Cephalic; Cardiac (adult and pediatric); Peripheral Vascular (PV);
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Musculo-skeletal Conventional and Superficial; Transrectal (TR);
Transvaginal (TV).

Technoloyty: The Voluson P6, Voluson P8 employs the same fundamental
scientific technology as its predicate devices

Determination of Comparison to Predicate Device(s):
Substantial Equivalence: The Voluson P6/P8 systems are substantially equivalent to the

predicate devices with regard to intended use, imaging
capabilities, technological characteristics and safety and
effectiveness.

* The systems are all intended for diagnostic ultrasound
imaging and fluid flow analysis.

* The Voluson P6/PS and predicate Voluson P6/PS systems
have the same clinical intended use

* The Voluson P6/PS and predicate Voluson P6/PS systems
have the same imaging modes.

* The Voluson P6/PS and predicate Voluson P6/P8 systems
transducers are identical.

* The systems are manufactured with materials which have
been evaluated and found to be safe for the intended use
of the device.

* The systems have acoustic power levels which are below
the applicable FDA limits.

* The Voluson P6/PS and predicate Voluson P6/PS systems
have similar capability in terms of performing
measurements, capturing digital images, reviewing and
reporting Studies.

* New software features added to Voluson P6/PS: HDLive,
Sono IT, SonoBiometry and Sono L&D are the same
features cleared on predicate Voluson E Series(K 132913).

* The Voluson P6/PS and predicate systems have been
designed in compliance with approved electrical and
physical safety standards.

Sumrmary of Non-Clinical Tests:

The device has been evaluated for acoustic output,
biocompatibility. cleaning and disinfection effectiveness as well
as thermal, electrical, electromagnetic, and mechanical safety,
and has been found to conform to applicable medical device
safety standards. Voluson P6/PS and its applications comply with
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voluntary standards;

I . AAMI/ANSI ES60601-l, Medical Electrical
Equipment - Part 1: General Requirements for Safety

2. lEC6060 I-I-2, Medical Electrical Equipment -

Part 1-2:General Requirements for Safety -Collateral
Standard: Electromagnetic Compatibility
Requirements and Tests

3. 1EC60601-2-37, Medical Electrical Equipment -
Part 2-37:Particular Requirements for the Safety of
Ultrasonic Medical Diagnostic and Monitoring
Equtiipm ent

4. NEMA UD 3, Standard for Real Time Display of
Thermal and Mechanical Acoustic Output Indices on
Diagnostic Ultrasound Equipment

5. ISO010993-I1, Biological Evaluation of Medical
Devices- Part 1: Evaluation and Testing- Third Edition

6. NEMA Un 2, Acoustic Output Measurement Standard
for Diagnostic Ultrasound Equipment

7. 1S014971, Application of risk management to medical
devices

8. NEMA, Digital Imaging and Communications in
Medicine (DICOM) Set. (Radiology)

The following quality assurance measures are applied to the
development of the system:

* Risk Analysis
* Requirements Reviews
* Design Reviews
* Testing on unit level (Module verification)
* Integration testing (System verification)
* Final Acceptance Testing (Validation)
* Performance testing (Verification)
* Safety testing (Verification)

Transducer materials and other patient contact materials are
biocompatible.
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Summary of Clinical Tests:

The subject of this premarket submission, Voluson P6, Voluson
P8, did not require clinical studies to support substantial
equivalence.

Conclusion: GE Healthcare considers the Voluson P6, Voluson P8 to be as
safe, as effective, and performance is substantially equivalent to
the predicate device(s).
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Hesith Service

Food and Div8 Administzrnion
10903 New Hampshire Avenjue
Document Control Center - W066-G609
Silver Spring. MD 20993-0002

July 25, 2014
GE Healthcare
% Mr. Bryan Behn
Regulatory Affairs Manager
9900 Innovation Drive
WAUWATOSA WI 53226

Re: K 141675
Trade/Device Name: Voluson P6, Voluson P8 Diagnostic Ultrasound System
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 11
Product Code: IYN, IYO, ITX
Dated: June 24,2014
Received: June 25, 2014

Dear Mr. Behn:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRI- does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

This determination of substantial equivalence applies to the following transducers intended for
use with the Voluson S6, Voluson S8 Diagnostic Ultrasound System, as described in your
premarket notification:

Transducer Model Number
RAB2-6-RS 4C-RS E8C-RS
12L-RS RIC5-9W-RS RAB2-5-RS
3Sc-RS

If your device is classified (see above) into either class 11 (Special Controls) or class III (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.
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Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CER Part 807); labeling (21 CER Part 80!1); medical device reporting (reporting of medical
device-related adverse events) (21 CPR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 80 1), please
contact the Division of Industry and Consumer Education at its toll-free number (800) 638 2041
or (301) 796-7100 or at its Internet address
httn)://www.fda.u-ov/MedicalDevices/ResourcesforYou/Industry/default.htm. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part
807.97). Par questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
htto://www.fda.gov/MedicalDevices/SafetyReportaProblem/default.htm for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Industry and Consumer Education at its toll-free number (800) 638-2041 or (301)
796-7100 or at its Internet address
htti)://www.fda.gov/MedicaiDevices/RsourcesforYou/Industrv /default.htm.

Sincerely yours,

for
Janine M. Morris
Director
Division of Radiological Health
Office of In Vitro Diagnostics

and Radiological Health
Center for Devices and Radiological Health

Enclosure



51 0(k) Number (if known)
K 14 1675

Device Name
Voluson P61Voluson P8 Diagnostic Ultrasound System

Indications for Use (Describe)

The device is a general-purpose ultrasound system. Specific clinical applications and exam types include: Fetal
(Obstetrics); Abdominal (including renal and GYN/pelvic); Pediatric; Small Organ (breast, testes, thyroid, salivary gland,
lymph nodes, pediatric and neonatal patients); Neonatal Cephalic; Adult Cephalic; Cardiac (adult and pediatric);
Peripheral Vascular (PV); Musculo-skeletal Conventional and Superficial; Transrectal (Including Urology and Prostate)
(TR); Transvaginal (TV).

Type of Use (Select one or both, as applicable)

lZ Prescription Use (Part 21 CFA 801 Subpart D) E Over-The-Counter Use (21 CPA 801 Subpart C)

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON A SEPARATE PAGE IF NEEDED.

FOR FDA USE ONLY
Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)

This section applies only to requirements of the Paperwork Reduction Act of 1995.

*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information Is estimated to average 79 hours per response, including the
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, Including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff~fda.hhs.gov

'An agency may not conduct or sponsor, and a person is not required to respond to, a collection of
information unless it displays a currently valid 0MB number"

FORM FDA 3881 (1114) PagelI ofi nt.o."t Er
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510(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form
GE Voluson P6/PSo Ultrasound System

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operaiion

BlnclAplcto M PW CW Color Color M Power -ombined Harmionic Coded Other
AmnomylRtgiom of lnrer Doppler Doppler Doppler Doppler Doppler Modes* Imaging Pulse [Holes]

Ophthalmic

Fetal / Obstetrics 17' P P p p Ps P P p p PF 15.6.91

AbdominuiWl P P P P P P P Ps P P 15.6.91

Pediatric P P P P P P P P p 15.6.9]
p

smallOrgan 1  
P P p P p P P P I P p 1569

Neonatal Cephalic P P P P P P P P P P 5

AdultlCepholic P p p P pF p P P P P

Cardiacrt1  p p r P P p ps P p P I1L...
Peripheral Vascular P P Ps P Ps P P P Ps (5,6.91

Musculo-skeletal Conventiotnal p p P ps p p p Ps p 15,6,91

Muscutc-skeletal superficial ? p P P p P P P p f5.6.91

Other

Exam Tye Meanis a Accerss

Transrectal" P P P P P Ps p P P (5.6,9]

Tratisainal Ps P P p P P P P Ps 5.6.9

Transurelheritl

Tra 
nseauiaal1

Inirooperalive Neurological

Intravascular--------------------------------- ------

N -new indication; P previously cleared by FDA- - --- ____

Notes! [Ij Abdominal includes renal. GYN/Petvic
121 Small organ includes breast. testes. tthyroid. salivary gland, lymph nodes, pediatric and neonatal patients
131 Cardiac is Adult and Pediatric.
151 3014D Imaging Mode.
(61 Includes imaging of guidance of biopsy (2D/3D/4D).
(7) includes infertility, monitoring of follicle development.
[8) Includes urology/prostate.
(91 Elastography imaging. Elasticity
1-1 Combined modes ane BIM. B/Color Mi. B/1'WD, B/Color/tWD. B/PWD

(PLEASE DO NOT WPME BELOW TrHIS LINE .CONrntUE MN ANO hER PACE IF' NEEDED)

Concurrence of ODAK, Office of In Vitro, Diagnrostics and Radiological Health (01R)

Prescription User (Per 21 CFR 801.109)

Page 2 of 9
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Diagnostic Ultrasound Indications for Use Form

GE Voluson P6/PS with RAH2-6-RS Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation
Clinical Application B;- m P CW Color ColorM Power ombined Harmonic Coded Other

AnetomyVRexion of huerest Doppler Doppler Doppler Doppler Doppler Modes' imaging Pulse [Noics)

0phihalmic

Feit / Obstetrics T  (5.6)

Abdominal" P P p ____ p p p p p p (5.6)

Pediatric

Small Organiz'

Adult Cephalic

Cardiacill

Peripheral Vascular- _ _-- -

Musculo-skeletal Conventional P P P P P p p p p (5.6)

Musculo-skelctsl Superficial--------------------------------

Other---------------------------------------

Exam Typse, Means of Access-----------------------------------

Transesophugcal-----------------------------------
Transrectal~l

Tmnsrvaginal ____

fransureclrml -

lairs prative Neurological------------------------------- -

intravascular------------------------------ ----- -

N - new indication: P m previously cleared by FDA
Notes: Ill Abdominal includes ral. GYN/Polvic

[2) Small organ includes brast. testes, thyroid, Salivary gland, lymph nodes, pediatric and neonatal patients
131 Cardiac is Adult and Pediatric.
151 31V4D Imaging Mode.
161 Includes imaging of guidanc of biopsy (2D/3D!40)
(7) Includes inrertility monitoring of follicle development
181 Includes urology/prolate.
19] Elastography imaging- Elasticity
1-1 Combined modes are BIM, B/Color M, H/VWD, BIColmdPWD. W-PWD

(PLEASE W0NOT "M~Y UELOWflIISLINE .14TINUEON ANOTVER PACE IFNEEVtD)

Concurrence of CDRH, office of in Vitro Diagnostics and Radiological Health (QIR)

Prescription User (Per 21 CER 801.109)

Page 3 of 9
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Diagnostic Ultrasound Indications for Use Form
CE Voluson P6/PB with 4C-RS Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Opertion

Clnia Aplctin B M I cw Color Color M Power ombinedlHarmonic Coded Other

AnauomyilReR ion of Inremst T 7 Doppler Doppler Doppler Doppler Doppler Modes' Imaging Pulse [Notes)

Ophthalmic

Few! I Obstetrics"t
P P P rP P P p p p 16

Abdominal tt  p p pF p p p P p p 16

Pediatric P P p p p P P P P J6L
Small orstail

Neonatal Cephalie

Adult cphalie------------------------------------

Cardinci - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - -

Peripheral Vascular IP P P pF P pF pF p pF .6
Musculo-skelelal Convetional P P p p P p p p p Jg
Musculo-skecletal Superficial

Exam Type. Memns of Access----------------------------------------

Transcsophaleat---------------------------------------------------

Ilronsrectal''---------------------------------------

Transvaginal- -- - - - - - - --

Transturtteral

lntrzoperitive---------------------------------------

lntraopecrative Neurological-----------------------------------

Intravascular-

N - new indication: P -previously cleared by FDA-
Notes. Ill Abdominal includes renal. GYN/Pelvic

I21 Small organ includes breast, lestes. thyroid, salivary sland, lymph nodes, pediatric and neonatal patients
i3I Cardiac is Adult and Pediatric.
I1I 3D/4D Imaging Mode.
[6] Includes imagingf orguidance of biopsy (20/3D).
[71 Includes infertility monitoring of follicle development.
[11] Includes urology/prostate.
[91 Elastography imaging- Elasticity

[Combined modes arc B/M, B/Color M. BIPWD. BIColorIPWD. B/PWD
(PLEASE DO NOT WITE BELOW MhS LINE -COUTINUE ON ANO hER PAGE IF NEEDED)

Concurrence of CDRH, Office of In V1tro Diagnostics and Radiological Health (01R)

Prescription User (Pert21 CFRk 801.109)

Page 4 or9
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Diagnostic Ultrasound Indications for Use Form
GE Voluson P6/P8 with E8C-RS Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of~m praion
Clinical Application B M Pw CW Color Color M Power onbined Harmonic Coded Other

Anatonsy.Region If~nerest Doppler Doppler Doppler Doppler Doppler Modes' Imaging Pulse INotes)

Ophthalmic------------------------------------ ----

Fetal /Obstericsil P I' P 1 P P N
Abdonhirall'i P p ps p p p p p J±L6

Pediatric

small Orgai'

Neonatal Cephalic 1, P I P P I P I' P P 16

AdultlCephalic

Cardiacd"

Peripheral Vascular

Musculo-skelcutal Conventional

Mvusculo~skeletal Superficiall

Lyons TYPE, Means of Access

Tramsesopholgeal----------------------------

Tmansrectail'I P P P p P p ps p P1 16

Tromnsvsgnal P P P P P p p P J [6)

Trunsuretheral------------------------------------

Iniraopentlivc----------------------------
Iniroperative Neurological __ - - - - - - - - - - - --

Intravascular-

Lapatoscoic-- - - -

N = new indication: P -previously cleared by FDA
Notes: [lJ Abdominal includes renal, G YNfrelvic

[2) Small organ includes bureast, testes. thyroid, salivary gland, lymph nodes. pediatric and neonatal putients

13J Cardiac is Adult and Pediatric,
[51 3D/4D Imaging Mode.
[6) Includes imaging ofrguidance or biopsy (ZD/13D'4D).
(71 Includes infertility mnonitoring or follicle development.
(9] Includes urology/prostle.
(9] Elastogniphy imaging. Elasticity
[-] Combined modes are B/M, B/Color M. B/PWD, B/Color/PWD. B/PWD

(PLUASO DO NOT WRITE BELOWrIES LINE.- CONTINUE ON ANOPIIER PAGE IFNEEDED)

Coincurrence of CDRH, Office oflIn Vitro Diagnostics and Radiological Health (01R)

Prescription User (Per 21 CFR 801.109)

Page 5 of 9
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Diagnostic Ultrasound Indications for Use Form

GE Voluson P6/PS with 12L-RS Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation
Clinical Application B M4 P CW Color Color M Power ombined Harmonic Coded Other

AnainmylRegRin oftrest Doppler Doppler Doppler Doppler Doppler Modes* Imaging Pulse [Notes)

Ophthalmic

Fetal / Obstetrics
t't

Abdominal"'

Pediatric P P P P p p ps p (69

Small Organ _______ P P P P P P P P P 16.91

Neonatal Cephalic

Adult Cephalic------------------------------- ---- - -

Cardimc'l

Peripheral Vascular p p P P P P p p p 16.91

Musculo-skeletal Conventional P P P P p p p p P 16.91

Musculo-skclctal Superficial p p P, P P P P t' P [6.91

Other

Cr=. Tin. Wuans afAces,

Transcsophapcal-------------------------

Transrectal''

Transvaglinal

Tnansureihemal

Iniroperatine--------------------------------------

lntroperalive Neurological-----------------------------------

Intravascular

Laparoscopic _________

N - new indication: P - Previously cleared by FDA

Notcs: [Ij Abdominal includes renal. GYN/Pelvic
121 Small organ includes breast, testes, thyroid. salivary gland, lymph nodes, pediatric and neonatal patients
131 Cardiac is Adult and Pediatric,
151 3D/4D Imaging Mode.
(61 Includes imaging of guidance of biopsy (2D/3D/4D).
j71 Includes infertility monitoring of rollicle development.
181 Includes urology/prostate.
191 Elastogruphy imaging- Elasticity
1-1 Combined modesrare B/M. B/Color M. B/PWD. B/Color/PWD. BIPWD

(PLEASE DO Nfl WRM~ BELOW lMtS LINE . eOwRiwi, ON ANOMER PACE IF NEEDED)

Concurrence of CDRK Office of In Vitro Diagnostics and Radiological Health (DIR)

Prescription User (Per 21 CPR801.l109)

Page 6 of 9
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Diagnostic Ultrasound Indications for Use Form

GE Voluson 1 611 8 with RICS-9W-RS Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode olOperalion
Clinical Application B M Pw CWN Color Color M Power 2ombined Harmonic Coded Other

Anaromwitesion, of faesere Doppler Doppler Doppler Doppler Doppler Modes' lmaging Pulse [Notes)

Ophthalmic

Fetal / Obstetrics 171 15,61
P P P P P p p p p

Abdominall'1  P pF p p p p p p p 15.61

Pediatric

Small OrgaA"'

Neonatal Cephalic

Adult Cephalic

Cardiac'

Peripheral Vascular

M usculo-skeletal Conventional

Musctalo-skclclal Superficial

Other

Exam Tire, Means of Access

Transcsophapeal

T'rnsrectal1'I P IF P p p p p p p 15.61

Transvaginal P pF p p P P P P p 5L.6

Transuretheta

InIntopierative---------------------------------------

Intraoperative Neurological-----------------------------------

Intravascular

La pa rascopic
N rnw indication: P w previousy cleared by FDA - - - - - - ____

Notes: Ill Abdominal includes renal, GYN/Pelvic
121 Small organ includes breast, testes, thyroid, salivaty gland, lymph nodes,. pediatric and neontal patients

(31 Cardiac is Adult and Pediatric.
(SI 3D/-ID Imaging Mode.
161 Includes imaging of guidance of biopsy (2D/3Dt'4D).
[7J Includes infertility monitoring of follicle developmtent.
[SI Includes urology/prostate.
191 Elastogrsphy imaging- Elasticity
(j1 Combined modes arc B/M. B/Color M. B/PWD. B/Color/PWD, B/PWD

(PLEASE WNW10 WRITE BELOWWIS LINE -CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CORN.4 Officel of In Vitro Diagnostics and Radiological Health (OIR)

Prescription User (Per 21 CER 801.109)

Pnge7 or9
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Diagnostic Ultrasound Indications for Use Form

GE Voloson P6/PS with RAB2-5-RS Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Opealion

Cliicl ppicaio PM CWN Color Color M Power -cmbinsed Harmonic Coded Other

Anavromts/Region orhIneress ope Doppler Doppler Doppler Doppler Modes' Imaging Pulse INoles)

Ophthalmic

Fetal/I Obstetrics"'
____________ P P P P pF P P P P (5.6)

Abdominal"1 ' p p p p P P PF P P (5.6)

Pediatice

Small Organ'5'

Neonatal Cephalic

Adult Cepholic

Cardic'l

Peripheral Vascular

Musculo-skelcial Conventional P P P pF p P p p p (5.6)

Musculo-skeicial Superficial

Other

Exam TIPP. ArMn of Arcess

Transesophageal

,rmnsrectal'I

Transvaginal

Irnsureiheml

Int ropo ralive

Intwoperalive Neurological

Intrvascular

Laparoscopic
N - new indication; P - priously cleared by FDA
Notes: (ll Abdominal includes renal. GVN/Pclvic

121 Small organ includes breast. lesses. thyroid. salivary gland, lymph nodes, pediatric and neomnal patierns
(31 Cardiac is Adut ad Pediatric.
[SI JD14D Imaging Mode.
[6) Includes imaging of guidance of biopsy (2D/3D/4D).
17[ Includes inrcriility monitoring or rollicle development.
[81 Includes utrology/prostate.
[9j Elastograplhy imaging- Elasticity
18i Combined modes are B!M. B/Color M. BtPWD. B/Color;PWD. B/PWD

(FUMAE 00 NOT Wrn bELOW Tis LINE -CONT1NUE ON ANO ERt PAGE IF NEEDED)

Concurrenc of CORN. Office of In Vitro Diagnostics and Radiological Health (OIR)

Prescription User (Per 21 CFR 80 1. 109)

Page 8 or9
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Diagnostic Ultrasound Indications for Use Form
CE Voluson P6/P8 with 3Sc-RS Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Opermtion
Clinical Application B M PW CW Color Color M Power -ombirted Harmonic Coded Other

AnoomRe, t, e m ____ Doppler Doppler Doppler floppier Doppler Modes* Imaging Pulse [Notes)

Ophthalmic

Fetal IObstetricin) 1
t

Pediatric P P P P P P P P I' P 161

Small Organ 2'

Neonatal Cephalic

Adu'IICe haliC P P P P P p P P I' P )

Cardiact' P P p p p p p p p p 16

Peripheral Vascular

Musettlo-skeletal Conventional ___

Musculo-skeletal Superficial ___

Other

Exam ripe, Means ofAccess

Tranmeophageal

T ran arecito I

Tmansvaginal

Triansuretherat

Intmopefative

lntrmperative Neurological

lntravasculi

Loparoscopic
N -"new indication: P -previously cleared by FDA- - ___- - -- ___ -

Notes: (ll Abdominal Includes renal GYM/Pelvic
121 Smalt organ includes brast, testes, thyroid, salivary Sland, lymph nodes, pediatric and neonatal patients
131 Cardiac is Adult and Podiatric.
[S5 3D/4D Imaging Mode.
161 Includes imaging of guidance of biopsy (ZD/3D'4D)
171 Includes infertility monitoring; of follicle development.
181 Includes urology/Prostate.
191 Elavtogrisphy imaging- Elasticity
191 Combined modes are DIM, B/Color M. B/PWD. B/Color/PWD. B/PWD

(PLEASE DO NOT Warns BEILOW THIS LINE - IOWtINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Offices of lIn Vitro Diagnostics and Radiological Health (CIR)

Prescription User (Per 21 CI'R 801. 109)

Page 9 of 9
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